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DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on 4/3/2006 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

35 U.S.C. 112 6 th Paragraph 

1 . In reference to claims 1 , the Examiner notes that the Applicant may be intending 
to invoke 35 U.S.C. 112 6 th paragraph by using "means for" language reciting function, 
and not reciting sufficient structure of the means referred to in the specification. 

2. Specifically, in claim 1 , the Applicant's recitation of limitations: "holding means 
for" in lines 4 and "holder means for" in In 19 respectively may invoke 35 U.S.C. 1 12 6 th 
paragraph by using "means for" language reciting function, and not reciting sufficient 
structure of the means referred to in the specification. 

3. The Examiner notes that if the Applicant intends to invoke 35 U.S.C. 112 6 th 
paragraph the Applicant needs to state that on the record and include a specific and 
detailed description and citation of the exact structure in the specification the means for 
language is invoking. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 1 recites "holding means for" in Ins 4 and "holder 
means for" a first and second part respectively. It is unclear the meaning of these 
limitations and further if "holder means for" is a separate element or meant to reference 
"holding means for". Appropriate clarification and correction is required. 

5. Claim 1 is also rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 1 recites "said axes are essentially parallel 
and sufficiently rigid" (emphasis added) in Ins 13. A single axis, or two axes as claimed, 
cannot be rigid. An axis is a straight line about which an element may rotate. It has no 
physical embodiment. Thus, it cannot be claimed as sufficiently rigid. 

6. Claim 1 recites the limitation "the needle" in In 6; the joint axes" in In 15; "the 
user" in In 16; "the needlestick" in In 18; and "the patient" in In 18. There is insufficient 
antecedent basis for these limitations in the claim. 

7. Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 3 recites "the holding means is separate from the first 
part". However, claim 1 reads "the first part including a holding means for" in Ins 3-4. 
Thus, it appears the holding means cannot be claimed separate from the first part in 
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claim 3. Additionally, the examiner is unsure why In 4 of claim 3 recites "(second) joint 
device". The use of a parenthetical is confusing. 

8. Claim 9 recites the limitation "the capillary force" in In 2. There is insufficient 
antecedent basis for these limitations in the claim. 

9. Regarding claim 10, the phrase "such as" renders the claim indefinite because it 
is unclear whether the limitations following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 

1 0. Regarding claim 1 1 , the phrase "for example" renders the claim indefinite 
because it is unclear whether the limitation(s) following the phrase are part of the 
claimed invention. See MPEP § 2173.05(d). 

1 1 . Claim 14 recites the limitation "the joint device" in In 2. There is insufficient 
antecedent basis for these limitations in the claim. 

Claim Objections 

12. Claim 18 objected to because of the following informalities: Claim 18 recites 
"fixing means" which is recited in claim 17 but not claim 1 . However, claim 18 depends 
from claim 1. The examiner believes claim 18 should depend from claim 17. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

1 3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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14. Claims 1-6, 9-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Haber et al (4867172). Haber et al discloses a device for protection of a needle (14) for 
a medical device that includes a first part (8-1) and a second part (8-2), which are 
movably connected, the first part including a holding means for retaining the medical 
device ( 2; Figs 1-10), so that the two parts can be brought together to a first position 
(Fig 10) for enclosing the needle and can be separated from each other to a second 
position (Fig 9) where a retained needle is in a free position, characterised in that the 
first part is pivotally connected about an axis (near 20) to the holding means, the second 
part is pivotally connected about an axis (10) to the first part at a distance from the 
holding means, the needle only can describe a plane that is perpendicular to the joint 
axes (needle 14 is perpendicular to 10 and 20), whereby the two parts are capable of 
protecting the user from the tip of the needle in directions facing the user before, during 
and after the needlestick on the patient (Figs 1-10), and the second part includes a 
holder means for fixing said second part (22). 

15. Furthermore, Haber et al discloses a recess (area between 8-1 and 8-2 holding 
needle in Fig 10) complementary to the needle, the holding means having a recess (2; 
Figs 1-10) and fitted with a mechanism being either a snap lock device or screw device 
(syringe fits within 2 by snaps); a means (20) to limit an angle between the first and 
second parts and an angle between the first part and needle; the recess designed to 
absorb blood (recess between 8-1 and 8-2 in Fig 10 encloses needle to prevent 
leakage; wherein the examiner notes that "by the capillary force" is a product-by- 
process limitation see MPEP 21 1 3); the second part has a end part for application on a 
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patient with a frictional or adhesive surface (8-2 has a fictional outer surface fully 
capable of engaging the patient - Figs 11-17 showing use); the second part being 
reinforced with a penetration protection (10); a locking mechanism (22); an injection 
syringe (Figs 1-10); a handle (4). 

Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 7. Claim 7 and 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Haber et al. Habet er al discloses the invention substantially as claimed except for 
expressly disclosing angles between the first and second parts being between 30-60 
degrees and angles between first part and needle being 50-80 degrees. At the time the 
invention was made, it would have been an obvious matter of design choice to a person 
of ordinary skill in the art to have angles between the first and second parts being 
between 30-60 degrees and angles between first part and needle being 50-80 degrees 
because the Applicant has not disclosed that having angles between the first and 
second parts being between 30-60 degrees and angles between first part and needle 
being 50-80 degrees provides an advantage, is used for a particular purpose, or solves 
a stated problem. Where the general conditions of a claim are disclosed in the prior art, 
it is not inventive to discover the optimum or workable ranges by routine 
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experimentation. See MPEP 2144.05 and In reAller, 220 F.2d 454, 4566, 105 USPQ 
223, 225 (CCPA 1955). 

Conclusion 

18. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 Form. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW M. GILBERT whose telephone number is 
(571)272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



